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Action. 



„ o c «xi2, Sirst, pa ragraph 

■ ,r*d claims 40-47 under 35 D.S.C. 112, 
Tne examiner reacted ^ specif ica ,ion allegedly fail, to 
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Examiner stated that is ^ P praCtice the daimed invention. The 
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and readily available to rhe public or obtainable by a repeatable 
method 3et forth in the specification. The Examiner further stared 
that if they are not so obtainable or available, the enablement 
requirements of 35 U.S.C. §112, first paragraph, may be satisfied 
by a deposit of the hybridoma cell line producing said antibodies 
(citing 37 C.F.R. §1.302), 

The Examiner stated that due to the unpredictability associated 
with antibody production [i.e. each antibody generally has a unique 
structure) and the failure of the specification to provide any 
detailed structural information concerning the claimed antibodies, 
MAbs PA- 6 and PA-7 do not appear to be readily available materials. 
The Examiner further stated that deposit of the hybridoma cell 
lines producing said antibodies or detailed structural information 
(i.e. the complete nucleotide or ammo acid sequence of each 
antibody) would satisfy the enablement requirement of 35 U.S.C. 
§112. The Examiner also stated that if a deposit is made under the 
terms of the Budapest Treaty, an affidavit or declaration by 
applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of 
record over his or her signature, stating that the deposit has been 
made under the terms of the Budapest Treaty, and that all 
restrictions imposed by the depositor on the^ availability to the 
public of the deposited material will be irrevocably removed upon 
the granting of a patent, would satisfy the deposit requirements 
(citing 37 C.F.R. §1.808). 

The Examiner further specified criteria that must be satisfied if 
the deposits have been made at an acceptable depository but not 
under the provisions of the Budapest Treaty. 

In response, applicants affirm that hybridomas, PA-6 and PA-7, 
secreting the PA-6 and PA-7 monoclonal antibodies, respectively, 
were deposited on March 24, 2005, pursuant to the Budapest Treaty, 
with the Patent Culture Depository of the American Type Culture 
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applicants attach hereto a via bility Statement for the m- 

Budapest Treaty Deposit Heeeipt and viab ,1 y ^ ^ ^ 

..-•^H*^'- -o. for th.ee 

amended herein to indicate the 

•♦h 37 C F R 51.804 (b), applicants attach hereto as 
in accordance W1 th 37 C.E .» 9 b William C. Olson, 
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«uD.. Vice ^ the subject appl ication i. assigned 

Pharmaceuticals, Inc. to wmcn deBOsit of the PA-6 and 
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PA . 7 n y *ridomas was made Z oS ^ are the same 

appli cation, the ^^^n^"- " ^ ^ ^ 

biological materials specxficaliy 
the application as filed. 

■f 3*7 C F R §1.808, and subject 
consistent with the "^"^J^,. attorney states 

" »> ° PA-7 hyhridomas wa. made under the 

that the deposit of the PA reat rictions on the 

term, of the ™ ^ matri.Xs deposited under »TCC 

.rantin, Of . Patent from the s ut ,ect application. 

1B vie. of the forcing. ^ ^0.^1^: 

reconsider and withdraw the rejection under 

paragraph . 

. -wnt of °T— 

!.o stated that the identifying information set forth 
The Examiner also stated ,h ^ ^ ^ specif ioatlon 

ln 37 C.r.R. •^ 9W1 c . p , « L803-1.-09 for additiona! 

(referring applicants to 
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explanation of these requirements) . 

in response, applicants note that the specification has been 
amended hereinabove in conformance with the Examiner's request. In 
accordance with 37 C.F.ft. 51.809(d), the specification, as amended, 
provides the ATCC Accession Nos . for the deposits, the date of the 
deposits, a description of the deposited hybridomas sufficient to 
specifically identify them and to permit examination, and the name 
and address of the ATCC depository. 

B^iner' s Response to Applicants' Arguments 

The Examiner stated that the arguments made by applicants in their 
Aniendment filed March 29. 2004, and the declaration (s ) referenced 
therein, were carefully considered and were considered to be 

persuasive as directed toward the rejections set forth in the last 
Office action, 

in response, and in view of the remarks presented hereinabove, 
applicants respectfully request that the Examiner reconsider and 
withdraw the claim rejections set forth in the March 21, 2004 
Office Action, and allow pending claims 40-47, as amended. 



PAGE 10/27 ' RCVD AT 811/2005 3:17:00 PHI [Eastern DayBgM Time] * SVRiUSPTfrEFXRF-6128 ' DNiS:2730908 * CSID:+21 2 391 0831 ' DURATION (miMS):0M6 



